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Application Papers 
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FINAL ACTION 

1 . This action is responsive to tlie Amendnnent and Reply filed February 4, 2009. 
Claims 39-41 have been amended. Claims 39-49 remain pending and under 
consideration. Applicant's amendments and arguments have been thoroughly 
reviewed, but are moot in view of the new grounds of rejection set forth below. Any 
rejections and/or objections not reiterated in this action have been withdrawn. This 
action is FINAL. 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Information Disclosure Statement 

3. The information disclosure statement filed February 4, 2009 fails to comply with 
37 CFR 1 .98(a)(2), which requires a legible copy of each cited foreign patent document; 
each non-patent literature publication or that portion which caused it to be listed; and all 
other information or that portion which caused it to be listed. 

Specifically, cite numbers B19-B22 and B24 have not been considered because 
copies of the documents have not been provided (if applicant wishes to have the 
provided search reports corresponding to these documents considered, then the search 
reports themselves should be cited). 

Regarding cite number 81, the provided English abstract has been considered 
and the correct date has been provided for the reference. 

Additionally, cites A1-A3 and A5-A7 have not been considered because applicant 
has not provided complete citations for these documents. Applicant is also reminded 
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that for any application not stored in tlie image file wrapper system, copies of the 
required material must be provided (see MPEP 609.04(a) and C7 CFR 1 .98). 

Cite numbers C1-C4 and C66-C68 were not considered because the dates 
provided in the citations do not match any date that appears in documents otherwise 
including information corresponding to these citations (e.g., applicant has provided 
search reports including corresponding application numbers, but the mailing dates cited 
on the IDS do not actually appear in the material cited). 

Cite numbers CIS, C27-C29, C31, C33, C42, C55, C59, and C65 were not 
considered because the documents corresponding to the citations are not complete 
(specifically, each of these documents appears to be a portion of a response, rather 
than a complete "Response" including all sections and a signature). If applicant wishes 
for only portions of these documents to be considered, those portions should be 
completely and accurately cited. 

Cite numbers C12-C13, CI 7, C39, C41, C50, C54, C57-C58, and C63-C64 were 
not considered because no copy of a document corresponding to these citations could 
be identified. It is noted that applicant did provide several incomplete/partial documents 
lacking dates; however, those documents could not be considered because they lacked 
a date that would allow the documents to be identified as corresponding to a particular 
citation on the IDS (additionally, the majority of these undated documents were also 
incomplete). 

Cite number C79 was not considered because a copy of the document was not 
provided. 
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Claim Rejections - 35 USC § 112, first paragraph 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification sliall contain a written description of tlie invention, and of tlie manner and process of 
mailing and using it, in sucli full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

THE FOLLOWING ARE NEW GROUNDS OF REJECTION NECESSITATED BY 
APPLICANT'S AMENDMENTS: 

5. Claims 39-49 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a new matter rejection. 

First, independent claim 39 (from which claims 40-49 depend) has been 
amended such that it is now drawn to an "isolated nucleic acid molecule comprising a 
lambdoid att recombination site wherein a sequence of a seven base pair overlap region 
within a fifteen base pair core region is ATTATAC". While applicant's specification 
clearly discloses lambda att recombination sites wherein the 7 base pair overlap region 
with the 7 base pair core region of the recombination site is ATTATAC, basis for 
lambdoid recombination sites of this type is lacking. It is noted that the term lambdoid 
is sometimes used in the prior art to refer to a group of "lambda-like" phage of which 
lambda is a member (see, e.g., the prior art as exemplified by US 6,884,612 B2 (filed 6 
May 2007); col 9, lines 1-11); alternatively, the term may be used in the art to refer to 
"natural relatives" of lambda, such that lambda itself is not considered "lambdoid" (see. 
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e.g., Campbell, Annu. Rev. Microbiol. 48:1 93-222 (1 994); page 1 93). A review of the 
instant specification (including the particular sections cited in the Reply as supporting 
the amendments), as well as of the applications of which the instant application claims 
benefit and the materials incorporated by reference at page 59, does not reveal support 
for a genus of "lambdoid" recombination sites having the structure set forth in the 
claims. Rather, the application discloses mutated versions of lambda recombination 
sites (particularly, attB, attP, attL, and attR) having this sequence/structure (see, e.g., 
pages 59-61 ). It is further noted that the specification does not appear to even disclose 
or define the term "lambdoid". Accordingly, applicant's amendment to claim 39 
introduces new matter. 

Additionally, the claims as written embrace lambdoid/lambda att recombination 
sites in which any "sequence of a seven base pair overlap region within a fifteen base 
pair core region is ATTATAC". However, the specification discloses only lambda 
recombination sites in which the seven base pair overlap region within the fifteen base 
pair core region is ATTATAC (see, e.g. the discussion at pages 59-60 referenced by 
applicant in supporting the amendment). While the language of the amended claims 
suggests that there are, e.g., multiple types of seven base pair overlap regions and 
multiple types of "fifteen base pair core regions" in lambda recombination sites, the 
originally filed specification refers to and discloses only the particular, known overlap 
and core regions as being mutated in such a way that a particular structure possessing 
the ATTATAC sequence is produced. Accordingly, applicant's amendments also 
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introduce new matter by embracing sucli a broader genus of molecules that was not 
originally disclosed. 

Claim Rejections - 35 USC § 112, second paragraph 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 39-49 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

THE FOLLOWING ARE NEW GROUNDS OF REJECTION NECESSITATED BY 
APPLICANT'S AMENDMENTS: 

Claims 39-49 are indefinite over the use of the term "lambdoid" in claim 39. 
Neither the specification nor the prior art provides a clear definition of this term. It is 
again noted that the term lambdoid is sometimes used in the prior art to refer to a group 
of "lambda-like" phage of which lambda is a member (see, e.g., the prior art as 
exemplified by US 6,884,612 B2 (filed 6 May 2007); col 9, lines 1-11); alternatively, the 
term may be used in the art to refer to "natural relatives" of lambda, such that lambda 
itself is not considered "lambdoid" (see, e.g., Campbell, Annu. Rev. Microbiol. 48:193- 
222 (1 994); page 1 93). It is not clear whether applicant's use of the term is meant to 
incorporate one of these prior art meanings (and if so, which one); or whether, e.g., 
given the lack of disclosure or discussion in the specification with regard to the term 
"lambdoid", this term may be intended to have some other meaning within the context of 
the claimed invention. As it would not be clear to one of skill in the art what types of 
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structures are/are not embraced by the instant claims (and tlierefore wliat structures 
would/would not infringe tlie claims), the claims are indefinite. 

Claim 40 is also indefinite because it is not clear how it further limits claim 39, 
from which it depends. The claim is directed to the "isolated nucleic acid molecule of 
claim 39, which comprises two or more lambdoid att recombination sites". However, 
claim 39 does not merely require a molecule comprising any lambdoid att recombination 
site; rather, the claim requires a site having the particular structure including ATTATAC. 
The wording of claim 40 does not clearly indicate the inclusion of this entire structure of 
claim 39, as is necessary for a proper dependent claim. Further, it is additionally not 
clear whether claim 40 is directed to a molecule including two sites having the structure 
indicated in claim 39, to a molecule including that site plus two additional "lambdoid att 
recombination sites," one of each type of recombination site, etc. Accordingly, as the 
types of structures embraced by claim 40 is not clear, the claim is indefinite. 

It is noted that the new rejections under 35 USC 112, first and second 
paragraphs set forth above could be overcome by amending claims 39-40 as 
follows: 

39. An isolated nucleic acid molecule comprising a lambda att recombination site 
wherein the sequence of the seven base pair overlap region within the fifteen base pair 
core region of the recombination site is ATTATAC. 

40. The isolated nucleic acid molecule of claim 39, which comprises two or more 
copies of said lambda att recombination site. 
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Conclusion 

8. Applicant's amendnnent necessitated tlie new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Diana B. Johannsen whose telephone number is 
571/272-0744. The examiner can normally be reached on Monday and Thursday, 7:30 
am-4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Ram Shukia can be reached at 571/272-0735. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding tlie status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Diana B. Johannsen/ 
Primary Examiner, Art Unit 1634 



